UYGUNLUK DEKLARASYONU ( SALUT

DECLARATION OF CONFORMITY SAGLIK URUNLER] SAN. TiC. AS

DECLARATION OF CONFORMITY

Uretici Firma ril Fhos . . . P
Manufacturer Salut Saglik Uriinleri Sanayi ve Ticaret Anonim Sirketi

Firma adresi Firuzkdy Mahallesi, Baglar ici Mevkii Mezarlik Ust Cadde No:32
Manufacturer Address Kat:1, Eresin Is Merkezi, 34325 Avclilar Istanbul

Bu deklerasyon, Tibbi Cihaz Direktifi 93/42 EEC Ek VIl ile uyumlu olarak hazirlanmistir.
This declaration is made in accordance with Annex VII of the Medical Devices Directive 93/42 EEC

Biz, Tibbi Cihazlar Direktifi 93/42 EEC (2007/47/EC) Ek VII maddelerine uygun olarak asagida belirtilen
tiriinler igin biitiin sorumlulugu istlenir ve iirliiniin asagida belirtilen standartlara ya da diger diizenleyici
mevzuatlara uyacagimizi beyan ederiz.

We, Declare under our sole responsibility that the products below to which this declaration relates are in
conformity with the following standard(s) or other regulatory laws following the provisions of Medical Device
Directive 93/42 EEC (2007/47/EC) Annex VII.

Sinif | Uriinler / Class | Products

Uriin Adi/ Kural/ Sinif GMDN Kodu/ ilgili Uriin Stardadi/
Product Name Rule/ Class GMDN Code Related Product Standard

EN ISO 13485:2016,

EN ISO 14971:2012,

Ostomi Torbalari ve - . EN 1041:200,
Kural/ Rule 1, 31066 lleostomi Tek Parca  |EN 1SO 15223-1:2016

Flanslar Sinif/ Class 1 31076 Kolostomi Torbasi  |EN ISO 10993-1:2009,
Ostomy Bags and Flanges EN 1SO 10993-5:2009,

EN 1SO010993-10:2013,
EN ISO 8670-2:1996

Yayin Yeri ve Tarihi
Date and Place of Issue
istanbul, 11.06.2018
ONAY / APPROVAL
Yetkili kisinin adi, Ginvani, imzasi ve firma kasesi
Name, title, signature of authorized person with company cachet

Genel Midiir/ General Manager

Digitally signed by Matei Vasile
Date: 2021.01.28 12:24:53 EET
Reason: MoldSign Signature
Location: Moldova
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